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than those arising from any Patient 
Safety Act contracts, including formal 
contracts or agreements that impose 
obligations on the PSO. 

(B) The provider and PSO have cur-
rent financial relationships other than 
those arising from any Patient Safety 
Act contracts. A financial relationship 
may include any direct or indirect 
ownership or investment relationship 
between the PSO and the contracting 
provider, shared or common financial 
interests or direct or indirect com-
pensation arrangements whether in 
cash or in-kind. 

(C) The PSO and provider have cur-
rent reporting relationships other than 
those arising from any Patient Safety 
Act contracts, by which the provider 
has access to information regarding 
the work and operation of the PSO 
that is not available to other con-
tracting providers. 

(D) Taking into account all relation-
ships that the PSO has with the pro-
vider, the PSO is not independently 
managed or controlled, or the PSO does 
not operate independently from, the 
contracting provider. 

(ii) Content. A PSO must submit to 
the Secretary the required attestation 
form for disclosures with the informa-
tion specified below in accordance with 
§ 3.112 and this section. The substantive 
information that must be included 
with each submission has two required 
parts: 

(A) The Required Disclosures. The first 
part of the substantive information 
must provide a succinct list of obliga-
tions between the PSO and the con-
tracting provider apart from their Pa-
tient Safety Act contract(s) that cre-
ate, or contain, any of the types of re-
lationships that must be disclosed 
based upon the requirements of para-
graphs (d)(2)(i)(A) through (D) of this 
section. Each reportable obligation or 
discrete set of obligations that the PSO 
has with this contracting provider 
should be listed only once; noting the 
specific aspects of the obligation(s) 
that reflect contractual or financial re-
lationships, involve access to informa-
tion that is not available to other pro-
viders, or affect the independence of 
PSO operations, management, or con-
trol. 

(B) An Explanatory Narrative. The sec-
ond required part of the substantive in-
formation must provide a brief explan-
atory narrative succinctly describing: 
The policies and procedures that the 
PSO has in place to ensure adherence 
to objectivity and professionally recog-
nized analytic standards in the assess-
ments it undertakes; and any other 
policies or procedures, or agreements 
with this provider, that the PSO has in 
place to ensure that it can fairly and 
accurately perform patient safety ac-
tivities. 

(iii) Deadlines for submission. The Sec-
retary must receive a disclosure state-
ment within 45 days of the date on 
which a PSO enters a contract with a 
provider if the circumstances described 
in any of the paragraphs (d)(2)(i)(A) 
through (D) of this section are met on 
the date the contract is entered. Dur-
ing the contract period, if these cir-
cumstances subsequently arise, the 
Secretary must receive a disclosure 
statement from the PSO within 45 days 
of the date that any disclosure require-
ment in paragraph (d)(2)(i) of this sec-
tion first applies. 

§ 3.104 Secretarial actions. 

(a) Actions in response to certification 
submissions for initial and continued list-
ing as a PSO. (1) In response to an ini-
tial or continued certification submis-
sion by an entity, pursuant to the re-
quirements of § 3.102 of this subpart, 
the Secretary may— 

(i) Accept the certification submis-
sion and list the entity as a PSO, or 
maintain the listing of a PSO, if the 
Secretary determines that the entity 
meets the applicable requirements of 
the Patient Safety Act and this sub-
part; 

(ii) Deny acceptance of a certifi-
cation submission and, in the case of a 
currently listed PSO, remove the enti-
ty from the list if the entity does not 
meet the applicable requirements of 
the Patient Safety Act and this sub-
part; or 

(iii) Condition the listing of an entity 
or the continued listing of a PSO, fol-
lowing a determination made pursuant 
to paragraph (c) of this section or a de-
termination after review of the perti-
nent history of an entity that has been 
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delisted or refused listing and its offi-
cials and senior managers. 

(2) Basis for determination. In making 
a determination regarding listing, the 
Secretary will consider the certifi-
cation submission; any prior actions by 
the Secretary regarding the entity or 
PSO including delisting; any history of 
or current non-compliance by the enti-
ty or the PSO or its officials or senior 
managers with statutory or regulatory 
requirements or requests from the Sec-
retary; the relationships of the entity 
or PSO with providers; and any find-
ings made by the Secretary in accord-
ance with paragraph (c) of this section. 

(3) Notification. The Secretary will 
notify in writing each entity of action 
taken on its certification submission 
for initial or continued listing. The 
Secretary will provide reasons when an 
entity’s certification is conditionally 
accepted and the entity is condi-
tionally listed, when an entity’s cer-
tification is not accepted and the enti-
ty is not listed, or when acceptance of 
its certification is revoked and the en-
tity is delisted. 

(b) Actions regarding PSO compliance 
with the minimum contract requirement. 
After the date on which the Secretary, 
under § 3.102(d)(1) of this subpart, must 
receive notification regarding compli-
ance of a PSO with the minimum con-
tract requirement— 

(1) If the PSO has met the minimum 
contract requirement, the Secretary 
will acknowledge in writing receipt of 
the notification and add information to 
the list established pursuant to para-
graph (d) of this section stating that 
the PSO has certified that it has met 
the requirement. 

(2) If the PSO states that it has not 
yet met the minimum contract re-
quirement by the date specified in 
§ 3.102(d)(1), or if notice is not received 
by that date, the Secretary will issue 
to the PSO a notice of a preliminary 
finding of deficiency as specified in 
§ 3.108(a)(2) and establish a period for 
correction that extends until midnight 
of the last day of the PSO’s applicable 
24-month period of assessment. There-
after, if the requirement has not been 
met, the Secretary will provide the 
PSO a written notice of proposed rev-
ocation and delisting in accordance 
with § 3.108(a)(3). 

(c) Actions regarding required disclo-
sures by PSOs of relationships with con-
tracting providers. The Secretary will 
review and make findings regarding 
each disclosure statement submitted 
by a PSO, pursuant to § 3.102(d)(2), re-
garding its relationships with con-
tracting provider(s), determine wheth-
er such findings warrant action regard-
ing the listing of the PSO in accord-
ance with paragraph (c)(2) of this sec-
tion, and make the findings public. 

(1) Basis of findings regarding PSO dis-
closure statements. In reviewing disclo-
sure statements, submitted pursuant 
to § 3.102(d)(2) of this subpart, the Sec-
retary will consider the disclosed rela-
tionship(s) between the PSO and the 
contracting provider and the state-
ments and material submitted by the 
PSO describing the policies and proce-
dures that the PSO has in place to de-
termine whether the PSO can fairly 
and accurately perform the required 
patient safety activities. 

(2) Determination by the Secretary. 
Based on the Secretary’s review and 
findings, he may choose to take any of 
the following actions: 

(i) For an entity seeking an initial or 
continued listing, the Secretary may 
list or continue the listing of an entity 
without conditions, list the entity sub-
ject to conditions, or deny the entity’s 
certification for initial or continued 
listing; or 

(ii) For a listed PSO, the Secretary 
may determine that the entity will re-
main listed without conditions, con-
tinue the entity’s listing subject to 
conditions, or remove the entity from 
the list of PSOs. 

(3) Release of disclosure statements and 
Secretarial findings. (i) Subject to para-
graph (c)(3)(ii) of this section, the Sec-
retary will make disclosure statements 
available to the public along with re-
lated findings that are made available 
in accordance with paragraph (c) of 
this section. 

(ii) The Secretary may withhold in-
formation that is exempt from public 
disclosure under the Freedom of Infor-
mation Act, e.g., trade secrets or con-
fidential commercial information that 
are subject to the restrictions of 18 
U.S.C. 1905. 

(d) Maintaining a list of PSOs. The 
Secretary will compile and maintain a 
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publicly available list of entities whose 
certifications as PSOs have been ac-
cepted. The list will include contact in-
formation for each entity, a copy of all 
certification forms and disclosure 
statements submitted by each entity in 
accordance with paragraph (c)(3)(ii) of 
this section, the effective date of the 
PSO’s listing, and information on 
whether a PSO has certified that it has 
met the two contract requirement. The 
list also will include a copy of the Sec-
retary’s findings regarding each disclo-
sure statement submitted by an entity, 
information describing any related 
conditions that have been placed by 
the Secretary on the listing of an enti-
ty as a PSO, and other information 
that this Subpart states may be made 
public. AHRQ may maintain a PSO 
website (or a comparable future form 
of public notice) and may post the list 
on this website. 

(e) Three-year period of listing. (1) The 
three-year period of listing of a PSO 
will automatically expire at midnight 
of the last day of this period, unless 
the listing had been revoked or relin-
quished earlier in accordance with 
§ 3.108 of this subpart, or if, prior to 
this automatic expiration, the PSO 
seeks a new three-year listing, in ac-
cordance with § 3.102, and the Secretary 
accepts the PSO’s certification for a 
new three-year listing, in accordance 
with § 3.104(a). 

(2) The Secretary plans to send a 
written notice of imminent expiration 
to a PSO at least 60 calendar days prior 
to the date on which its three-year pe-
riod of listing expires if the Secretary 
has not yet received a certification for 
continued listing. The Secretary plans 
to indicate, on the AHRQ PSO website, 
the PSOs from whom certifications for 
continued listing have not been timely 
received. 

(f) Effective dates of Secretarial actions. 
Unless otherwise stated, the effective 
date of each action by the Secretary 
pursuant to this subpart will be speci-
fied in the written notice of such ac-
tion that is sent to the entity. When 
the Secretary sends a notice that ad-
dresses acceptance or revocation of an 
entity’s certifications or voluntary re-
linquishment by an entity of its status 
as a PSO, the notice will specify the ef-

fective date and time of listing or 
delisting. 

§ 3.106 Security requirements. 

(a) Application. A PSO must secure 
patient safety work product in con-
formance with the security require-
ments of paragraph (b) of this section. 
These requirements must be met at all 
times and at any location at which the 
PSO, its workforce members, or its 
contractors receive, access, or handle 
patient safety work product. Handling 
patient safety work product includes 
its processing, development, use, main-
tenance, storage, removal, disclosure, 
transmission and destruction. 

(b) Security framework. A PSO must 
have written policies and procedures 
that address each of the considerations 
specified in this subsection. In address-
ing the framework that follows, the 
PSO may develop appropriate and scal-
able security standards, policies, and 
procedures that are suitable for the 
size and complexity of its organization. 

(1) Security management. A PSO must 
address: 

(i) Maintenance and effective imple-
mentation of written policies and pro-
cedures that conform to the require-
ments of this section to protect the 
confidentiality, integrity, and avail-
ability of the patient safety work prod-
uct that is received, accessed, or han-
dled; and to monitor and improve the 
effectiveness of such policies and pro-
cedures, and 

(ii) Training of the PSO workforce 
and PSO contractors who receive, ac-
cess, or handle patient safety work 
product regarding the requirements of 
the Patient Safety Act, this Part, and 
the PSO’s policies and procedures re-
garding the confidentiality and secu-
rity of patient safety work product. 

(2) Distinguishing patient safety work 
product. A PSO must address: 

(i) Maintenance of the security of pa-
tient safety work product, whether in 
electronic or other media, through ei-
ther physical separation from non-pa-
tient safety work product, or if co-lo-
cated with non-patient safety work 
product, by making patient safety 
work product distinguishable so that 
the appropriate form and level of secu-
rity can be applied and maintained; 
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